
Head office
ADDRESS: Dong-ju Bldg 2!' 45-3, Kaya-lDong, Busanhin-Gu, Busan, Korea

MEDI TEL : 82-5l-644-2028, 896-2877, 896-2553 FAX : 82-51-896-2554

qq %~~~~~~1 ant ~~~~~Factory
atSystem ADDRESS : 565-12, Gwaeheob-Dong, Sasang-Ou, Busan, Korea

TEL: 82-51-314-2028, 316-2027 FAX :82-51-314-2026

http:// cweCWllmedi.COrn

Section 5 SEP - 8 2004
510(k) Summary per 21 CFR 807.92 KIo

Date: 19 January 2004

US Agent / Contact: RA/QA International, L.L.C. (Mr. Martin Leighton)
161 Little Bay Road
Newington, NH 03801
Tel. 603 373 0260

.Manufactu~rer:' Cowell Medi Co., Ltd.
Dongju Bldg. 2F., 45-3, Gaya I Dong, Busanjin-Gu, Busan, 6 14-800, Korea

Tel: 82-51-896-2877 /82-51314-2028
Fax.: 82-51-896-2554 / 82-51-314-2026
Contact Point: Mr. Soo-Hong Kim

Proprietary ame: BioPlant System

C~ommon Name:, Endlosseous Dental Implant

Classific~ation Namse: Endlosseous implants, surgical components, and prosthetic attachments

.Predicate Devices: Branemark System - Nobel Biocare: K925777, K925779, K961728, K971706,

K974150 K992937, K993595, K022562 and 3i Restorative Implant Systems -

Implant Innovations Inc.: K983347, K965077, K934126, K935544, K022009,

K022 113

Device Descipion: The Bio Plant System includes a variety of types and sizes of precision-machined

self-tapping root-form implants, abutments and accessory fixtures manufactured from

biocompatible, commercially pure (CP) titanium. Some abutments and screws

(accessory fixtures) are manufactured from biocompatible, wrought titanium or gold

alloy. The implants are self-tapping screw-type design with hex-lock features and

either smooth (bright) or textured (abrasive blasted) surface finish. Implants range

from 3.3 mm to 6.0 mmr thread diameter and from 7mm to 18 mm in length. The

implants are intended to be surgically inserted into the upper and/or lower jawbone

and serve as a substitute or replacement tooth root while providing a stable

foundation for restorations. Drill sequences, drills and insertion instruments, for the

respective implants, abutments and accessory fixtures are specified and available.

Indication _for Use: BioPlant Systems refer to sets of root form endosseous dental implants and

compatible implant abutment systems. BioPlant Systems are designed for use in

dental implant surgery and are intended to be used in a manor in which they (the

implants) integrate with the bone (osseointegration). The BioPlant abutment systems

include various abutments designed to enable the implant process from healing thru

final restoration. Clinical studies have demonstrated that, when surgically implanted

under controlled conditions, a successfully osseointegrated implant will achieve a

firm and direct connection between the living bone and surface of the titanium

implant. BioPlant implants are for single or two-stage surgical procedures. Bio Plant

Systems are intended for immediate placement in partially or fully edentulous

mandibles and maxillac (type I or II bone), in support of single or multiple-unit

restorations including; cement retained, screw retained, or over-denture restorations,

and terminal or intermediate abutment support for fixed bridgework. Multiple tooth

applications may be splinted with a bar.
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DEPARTMENTOF HEATH &HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard

SEP - 8 2004 Rackville MD 20850

Cowell Medi, Company Limited
C/O Mr. Martin J. Leighton
Regulatory Affairs Quality Assurance, International, LLC

161 Little Bay Road
Newington, New Hampshire 03801

Re: K041655
Trade/Device Name: BioPlant System (Implants and Abutments)

Regulation Number: 872.3640
Regulation Name: Endosseous Implant
Regulatory Class: II
Product Code: DZE
Dated: April 16, 2004
Received: June 1 8, 2004

Dear Mr. Leighton:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of

the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket

approval application (PMA). You may, therefore, market the device, subject to the general

controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice,

labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III

(PMA), it may be subject to such additional controls. Existing major regulations affecting

your device can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In

addition, FDA may publish further announcements concerning your device in the Federal

Register.



Page 2 - Mr. Leighton

Please be advised that FDA's issuance of a substantial equivalence determination does not

mean that FDA has made a determination that your device complies with other requirements

of the Act or any Federal statutes and regulations administered by other Federal agencies.

You must comply with all the Act's requirements, including, but not limited to: registration

and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice

requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if

applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);

21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)

premarket notification. The FDA finding of substantial equivalence of your device to a

legally marketed predicate device results in a classification for your device and thus, permits

your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),

please contact the Office of Compliance at (301) 594-4613. Also, please note the regulation

entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). You

may obtain other general information on your responsibilities under the Act from the

Division of Small Manufacturers, International and Consumer Assistance at its toll-free

number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://wwwv.fda.gov/cdrh/dsma/dsmamain.html

Sincerely yours,

Chiu Lin, Ph.D
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Section 4: Indications for Use Statement

510(k)
Number K C'-\ (0 &S

Applicant: Cowell Medi Company. Ltd.

Device Name BioPlant System

Indications BioPlant Systems refer to sets of root form endosseous dental implants

for Use and compatible implant abutment systems. BioPlant Systems are

designed for use in dental implant surgery and are intended to be used

in a manor in which they (the implants) integrate with the bone

(osseointegration). The BioPlant abutment systems include various

abutments designed to enable the implant process from healing thru

final restoration. Clinical studies have demonstrated that, when

surgically implanted under controlled conditions, a successfully

osseointegrated implant will achieve a firm and direct connection

between the living bone and surface of the titanium implant. BioPlant

implants are for single or two-stage surgical procedures. Bio Plant

Systems are intended for immediate placement in partially or fully

edentulous mandibles and maxillae (type I or 1I bone), in support of

single or multiple-unit restorations including; cemented retained, screw

retained, or over-denture restorations, and terminal or intermediate

abutment support for fixed bridgework. Multiple tooth applications may

be splinted with a bar.

PLEASE DO NOT WRITE BELOW TI-US LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use X_ OR Over-The-Counter Use . .

(Per 21 CFR 801. 109)

(Division Sign-Off)
Division of Anesthesiology, General HospitaL
Infection Control, Dental Devices

510(k) Number: g 04 ) -&
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